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Post Authorisation Assessments

Laurabolin 25 mg/ml, Solution for Injection
Vm 01708/4253

• 16 June 2021 Changes in the SPC, Labelling or Package Leaflet 
intended to implement the outcome of a procedure 
concerning a PSUR.

• 09 June 2021 Change in the name of the marketing authorisation 
holder from Intervet UK Limited to MSD Animal Health 
UK Limited.

• 05 November 2015 Changes to the labelling and package leaflet.  
• 27 October 2014 Change to the name of the active substance 

manufacturer. 
• 02 October 2014 To reduce the shelf-life of the finished product, as 

packaged for sale, from 60 months to 36 months. 
• 02 November 2010 Alteration to product literature.
• 16 June 2008 Addition of a site of manufacture, filling, batch testing, 

and batch release.
• 29 April 2008 Variation concerning a minor change to the manufacture 

of the finished product.
• 28 November 2007 Variation to bring the SPC/Labelling in line with 

Veterinary Regulations, 2005. Transfer of the legal 
category from POM to POM-V.

• 21 August 2007 Change in the name of the manufacturer of Active 
Substance.

• 09 August 2007 Renewal.
• 20 April 2005 Variation to change the Distributor.
• 08 August 2003 Renewal.
• 27 January 2001 Additional Distributor in Northern Ireland.
• 20 June 2000 Change in the address of the Marketing Authorisation 

Holder.
• 26 November 1998 Variation to change the product Safety Warnings.
• 01 April 1998 Renewal.
• 04 May 1995 Variation to change the product Safety Warnings.


